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DETAILED ACTION 
Drawings 

1 . The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(5) 
because they include the following reference character(s) not mentioned in the 
description: 10 and 153. Corrected drawing sheets in compliance with 37 CFR 

1 .121(d), or amendment to the specification to add the reference character(s) in the 
description in compliance with 37 CFR 1 .121(b) are required in reply to the Office action 
to avoid abandonment of the application. Any amended replacement drawing sheet 
should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. Each drawing sheet submitted after the filing 
date of an application must be labeled in the top margin as either "Replacement Sheet" 
or "New Sheet" pursuant to 37 CFR 1.121 (d). If the changes are not accepted by the 
examiner, the applicant will be notified and informed of any required corrective action in 
the next Office action. The objection to the drawings will not be held in abeyance. 

2. The drawings are objected to as failing to comply with 37 CFR 1 .84(p)(4) 
because reference character "149,150" has been used to designate both nozzle and 
nested components, and inner and outer components. Corrected drawing sheets in 
compliance with 37 CFR 1 .121(d) are required in reply to the Office action to avoid 
abandonment of the application. Any amended replacement drawing sheet should 
include all of the figures appearing on the immediate prior version of the sheet, even if 
only one figure is being amended. Each drawing sheet submitted after the filing date of 
an application must be labeled in the top margin as either "Replacement Sheet" or "New 
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Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 
3. The drawings are objected to under 37 CFR 1 .83(a) because they fail to show 
dispensing device 140 as described in the specification. Any structural detail that is 
essential for a proper understanding of the disclosed invention should be shown in the 
drawing. MPEP § 608.02(d). Corrected drawing sheets in compliance with 37 CFR 
1 .121 (d) are required in reply to the Office action to avoid abandonment of the 
application. Any amended replacement drawing sheet should include all of the figures 
appearing on the immediate prior version of the sheet, even if only one figure is being 
amended. The figure or figure number of an amended drawing should not be labeled as 
"amended." If a drawing figure is to be canceled, the appropriate figure must be 
removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several 
views of the drawings for consistency. Additional replacement sheets may be necessary 
to show the renumbering of the remaining figures. Each drawing sheet submitted after 
the filing date of an application must be labeled in the top margin as either 
"Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1 .121(d). If the changes are 
not accepted by the examiner, the applicant will be notified and informed of any required 
corrective action in the next Office action. The objection to the drawings will not be held 
in abeyance. 

Specification 
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The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 

4. The following title is suggested: Dispensing Device with Agitation of Dispensing 
Fluid. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification slnall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claim 1 8 provides for the use of the delivery system of any of claims 5 to 1 7, but, 
since the claim does not set forth any steps involved in the method/process, it is unclear 
what method/process applicant is intending to encompass. A claim is indefinite where it 
merely recites a use without any active, positive steps delimiting how this use is actually 
practiced. 

Claim 18 is rejected under 35 U.S.C. 101 because the claimed recitation of a 
use, without setting forth any steps involved in the process, results in an improper 
definition of a process, i.e., results in a claim which is not a proper process claim under 
35 U.S.C. 101 . See for example Ex parte Dunki, 153 USPQ 678 (Bd.App. 1967) and 
Clinical Products, Ltd. v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 1966). 

6. Claim 19 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
in that it fails to point out what is included or excluded by the claim language. This claim 
is an omnibus type claim. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary sl^ill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 1-17 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Haber etal (5,211,285). 

a. Regarding claims 1 and 5, Haber et al discloses an apparatus and method 
of use with a reservoir 4 that is normally isolated from the atmosphere A (Figure 
1 ). The volume of a first reservoir 34 my pushing on inner container 6. From 
figure 2 it is apparent the volume of the reservoir becomes larger. The pressure 
falling as the volume increases is an inherent feature of a closed, non-reactive 
system. The system is then agitated by repeatedly pumping inner cylinder 6. In 
figure 3 the reservoir is returned to its original volume as in figure 1 . In figure 6B 
the mixed fluid is ready to be dispensed due to the insertion of a needle cap 100. 
While Haber et al does not explicitly stated what the original pressure inside 
reservoir 34 is, in light of Lilley et al (5,891 ,085) figure 13 and and the operation 
of injectors, the baseline pressure in an ampoule such as container 4 is taken to 
be inherently atmospheric unless proven otherwise. Regardless since the 
reservoir 4 is not stated as being pressurized, one of ordinary skill in the art at 
the time the invention was made would have interpreted the reservoir to be at 
one atmosphere. 
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b. Regarding claims 2 and 6, A partial vacuum is created in a reservoir 36 
created during mixing. Fluid flows from the original reservoir 34 to the second 
reservoir 36 via hole 32 because of a pressure differential. 

c. Regarding claims 3, 7 and 8, Piston 22 is engaged in the reservoir and by 
withdrawing it from the front end of inner tube 6 via a higher pressure as the 
inner tube is pressed down upon, creates a vacuum in the second reservoir 36 
relative to the first 34. 

d. Regarding claim 4, In order to eject fluid from the reservoir 34 a pressure 
higher than the reservoirs original pressure (1 atmosphere as addressed in claim 
1 above) would have 

e. Regarding claim 9, Outer sleeve 56 and inner sleeve 54 are rotated to 
allow for mixing (which as discussed in claims 1 and 3 above involve withdrawing 

piston 22 from the reservoir). (Col.4 lines 35-53) 

f. Regarding claims 10 and 12, the reservoir 4 is capable If containing either 
a single dose or multiple doses depending upon if the user injects all of the fluid 
at once. 

g. Regarding claims 1 1 and 1 3, Part of reservoir 4 is integrally formed by the 
plunger 22 and inner container 6, both of which are required for delivery of fluid 
after a syringe tip 100 is inserted. 

h. Regarding clam 14, the reservoir is a replaceable component of the 
delivery system if the needle 100 is taken to be the delivery system and is 
reused. 
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i. Regarding claim 1 5, from figure 4B, container 4 once assembled with 
plunger 22 and inner container 6 is both a vial and an ampoule, 
j. Regarding claims 1 6 and 1 7, The device of Haber et al is capable of being 
used both orally and nasally. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BRADLEY J. OSINSKI whose telephone number is 
(571)270-3640. The examiner can normally be reached on M-Th 8AM-5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Bradley J Osinski/ 
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